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UNCLASSIFIED 

PAGE 01 STATE 174530 
ORIGIN HEW-06 

INFO OCT-01 EUR- 12 EA-12 ISO-OO OES-09 COME-OO EB-08 
/048R 

DRAFTED BY DHEW/FDA: JRWEINROTH, MD:VO 
APPROVED BY OES/ENP/EN: WJWALSH, III 
DHEW/PHS/OASH/OIH:RFISCHER 
EUR/CE:JHURLEY,JR(INFO) 

EA/J:EFEATHESTONE(INFO) 

092318 112102Z/70 

P 111949Z JUL 78 
FM SECSTATE WASHDC 
TO AMEMBASSY BERN PRIORITY 
AMEMBASSY TOKYO PRIORITY 

UNCLAS STATE 174530 

E.O. 11652: N/A 

TAGS: OGEN, ETRD, EIND, TBIO, S„ JA 

SUBJECT: FDA ADVISORY - LEAKING PULSATILE BYPASS PUMPS 
(RECALL T- 121-8) 

1 . FDA ADVISES OF THE FOLLOWING FIRM INITIATED RECALL: 

PRODUCT INVOLVED - PULSATILE FLOW GENERATOR USED TO GIVE 
PULSED QUALITY TO THE FLOW OF BLOOD FROM A HEART-LUNG 
MACHINE DURING OPEN-HEART SURGERY. IT IS SOLD STERILE IN 

A PLASTIC BLISTER PACK, IN CASES OF FIVE, IT IS AN 
DISPOSABLE PRODUCT. 

2. PRODUCT IDENTIFICATION - (A) PULSATILE BYPASS PUMP, 

AVCO MEDICAL PRODUCTS, EVERETT, MASS. 01249. THERE ARE 

NO PRIVATE LABELS. (B) S/N A7D...THRU M7D AND A8D... 

THRU C8D.... AND LOT NOS. (STERILIZATION NO.) UP TO 31778 
(MARCH 17, 1978) ARE UNDER RECALL. (A SIGNIFIES JANUARY 
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B - FEBRUARY, ETC., 7-1977 ETC., D IS PRODUCT IDENT. AND 
FOUR DIGIT UNIT NO.) S/N AND LOT NO. ARE ON THE UNIT 
AND MASTER CTN. LABELS. 

3. MANUFACTURER/RECALLING FIRM: AVCO MEDICAL PRODUCTS, 

DIVISION OF AVCO CORP., 9 PLYMOUTH ST., EVERETT, MA 02149 
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4. REASON FOR RECALL - LEAKS IN THE NIPPLES CONNECTING 
THE BLOOD FLOW BALLONS TO THE BLOOD TUBING HAD BEEN 
REPORTED TO THE FIRM ORALLY BY TWO PHYSICIANS ON 5-10-78. 
FIRM INSPECTED THEIR STOCK AND FOUND EVIDENCE OF THE SAME 
PROBLEM. BOTH LEAKS HAVE BEEN FOUND DURING PRE-USE 
PURGING WITH SALINE SOLUTION. FIRM NOTIFICED FDA OF THE 
PROBLEM ON 5-11-78. AN EMPLOYEE OF AVCO'S SYSTEMS DIVN, 

AT THE FIRM TO TROUBLESHOOT FOR AVCO MEDICAL PRODUCTS 
DURING FDA'S INSPECTION, STATED THAT THE ULTRASONIC 
WELDING OF THE NIPPLES TO THE BODY OF THE GENERATOR WAS 
BEING DONE WITH A JIG WHICH GAVE LITTLE PROTECTION AGAINST 
BIASED WELDS, AND THAT A RESULT OF SUCH WELDS WOULD BE 
STRESS. HE FURTHER STATED THAT A CORNER OF THE NIPPLE 
WAS AT 90 DEGREES AT THE SITE WHERE THE CRACKS WERE 
APPEARING, AND THAT 90 DEGREE CORNERS ARE ANOTHER SOURCE 
OF STRESS IN THE MATERIAL OF WHICH THE BODY IS MADE. NO 
INJURIES OR DEATHS HAVE BEEN REPORTED. 

5. POSTS ARE REQUESTED TO CONTACT FOREIGN CONSIGNEES TO 
DETERMINE IF THEY HAVE BEEN ADVISED OF RECALL AND ACTION 
TO BE TAKEN - AVCO STATED THAT ALL PUMPS DESTRIBUTED TO 
JAPAN AND EUROPE WERE USED ONLY FOR ANIMAL STUDIES. 

ANY QUESTIONS REGARDING RECALL SHOULD BE ADDRESSED TO 
FIRM. 

6 FOREIGN CONSIGNEES AS PROVIDED BY FIRM TO FDA ARE: 
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CARL RUDOW. KONTRON, ZURICH, SWITZERLAND 
RONALD HAUSER, KONTRON, TOKYO, JAPAN CHRISTOPHER 


UNCLASSIFIED 


NNN 


Sheryl P. Walter Declassified/Released US Department of State EO Systematic Review 20 Mar 2014 



Sheryl P. Walter Declassified/Released US Department of State EO Systematic Review 20 Mar 2014 


Message Attributes 


Automatic Decaptioning: X 

Capture Date: 01 jan 1994 

Channel Indicators: n/a 

Current Classification: UNCLASSIFIED 

Concepts: PUMPS, RECALLS 

Control Number: n/a 

Copy: SINGLE 

Draft Date: 1 1 jul 1978 

Decaption Date: 01 jan 1960 

Decaption Note: 

Disposition Action: n/a 
Disposition Approved on Date: 

Disposition Case Number: n/a 
Disposition Comment: 

Disposition Date: 01 jan 1960 
Disposition Event: 

Disposition History: n/a 
Disposition Reason: 

Disposition Remarks: 

Document Number: 1978STATE1 74530 

Document Source: CORE 

Document Unique ID: 00 

Drafter: JRWEINROTH, MD:VO 

Enclosure: n/a 

Executive Order: N/A 

Errors: N/A 

Expiration: 

Film Number: D780284-0287 
Format: TEL 
From: STATE 
Handling Restrictions: n/a 
Image Path: 

ISecure: 1 

Legacy Key: Iink1978/newtext/t19780773/aaaacjku.tel 

Line Count: 98 
Litigation Code IDs: 

Litigation Codes: 

Litigation History: 

Locator: TEXT ON-LINE, ON MICROFILM 

Message ID: da864977-c288-dd11-92da-001cc4696bcc 

Office: ORIGIN HEW 

Original Classification: UNCLASSIFIED 

Original Handling Restrictions: n/a 

Original Previous Classification: n/a 

Original Previous Handling Restrictions: n/a 

Page Count: 2 

Previous Channel Indicators: n/a 
Previous Classification: n/a 
Previous Handling Restrictions: n/a 
Reference: n/a 
Retention: 0 

Review Action: RELEASED, APPROVED 
Review Content Flags: 

Review Date: 29 mar 2005 
Review Event: 

Review Exemptions: n/a 
Review Media Identifier: 

Review Release Date: N/A 
Review Release Event: n/a 
Review Transfer Date: 

Review Withdrawn Fields: n/a 
SAS ID: 2048130 
Secure: OPEN 
Status: NATIVE 

Subject: FDA ADVISORY - LEAKING PULSATILE BYPASS PUMPS (RECALL T-121-8) 

TAGS: OGEN, ETRD, EIND, TBIO, US, JA 
To: BERN TOKYO 
Type: TE 

vdkvgwkey: odbc://SAS/SAS.dbo.SAS_Docs/da864977-c288-dd11-92da-001cc4696bcc 
Review Markings: 

Sheryl P. Walter 
Declassified/Released 
US Department of State 
EO Systematic Review 
20 Mar 2014 

Markings: Sheryl P. Walter Declassified/Released US Department of State EO Systematic Review 20 Mar 2014 


Sheryl P. Walter Declassified/Released US Department of State EO Systematic Review 20 Mar 2014 



